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From: Winkelmann, Bernhard [Bernhard.Winkelmann@med.uni-heidelberg.de] 

Sent: Wednesday, May 26, 2004 10:07 AM 

To: Martin.Unverdorben@pmusa.com 

Cc: Qiwei.Liang@pmusa.com; Mansmann, Ulrich; birgit.keller@covidence.com 

Subject: sample size 
OSS: Yes 

Dear Martin, 

attached is the latest version of the sample size justification. 

Ulrich Mansmann will go over it once more, once it has been included in the final version of the study protocol. 
You may allways want to improve power etc., so we might want to go to 95% power for example, since we can 
manage a sample size of 700 total. 

At the moment we have 660 total including about 10% reserve for dropouts. If we leave it as is and ibncrease our 
sample size to 700 then we have more reserve in case of dropouts ( or minor protocol violators we may detect 
after inclusion of the subject) 


best regards 
Bernhard 


-Urspriingliche Nachricht- 

Voiras Martin.Unverdorben@pmusa.com [mailto:Martin.Unverdorben@pmusa.com] 
iSssemdleit: Mittwoch, 26. Mai 2004 15:56 
Am: Winkelmann, Bernhard 
Befireffi RE: EBI Input.ppt 

habe ich vernichtet 

M 


-Original Message. 

Fironn: Winkelmann, Bernhard [mailto:Bernhard.Winkelmann@med.uni-heidelberg.de] 
Sent: Wednesday, May 26, 2004 9:50 AM 
To: Martin.Unverdorben@pmusa.com 
Siabjsdt: AW: EBI Input.ppt 

das ist doch nichts anderes als das "alte Protokol mit der sample size" 

also komt gieich nochmal. Hast Du aberauch schon. 

bernhard 


-Ursprunglrche Nachricht- 

Vom: Maitln.Unverdorben@pmusa.com [mailto:Martin.Unverdorben@pmusa.com] 

Gesemdet: Mittwoch, 26. Mai 2004 15:43 

Am: Qiwei.Liang@pmusa.com 

Cc: Winkelmann, Bernhard 

ISetretfi 5 : RE: EBI Input.ppt 

Dear Bernhard, 
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as ( asked you some days ago would you please send the statistical part to Qiwei? 

Thanks 

Martin 


-Original Message- 

From: Liang, Qiwei 

Semite Wednesday, May 26, 2004 9:30 AM 
Tos Unverdorben, Martin 
Subject: RE: EBI Input.ppt 

Dear Martin, 

When you have time, could you please let me know the justification for the sample 
size? 

Thanks, 

Qiwei 


-Original Message- 

From: Unverdorben, Martin 

Sent: Wednesday, May 26, 2004 9:25 AM 

To: Unverdorben, Martin; Roethig, Hans; Sarkar, Mohamadi; Zedler, Barbara; 
Mendes, Paul; Liang, Qiwei; Feng, Shixia; Kinser, Robin D.; Kapur, Sunil V.; 
Adams, Candace R.; Liang, Qiwei; Oey, Jan; Gogova, Maria 
Subject: RE: EBI Input.ppt 

Thank you very much. 


Barbara for stopping by and providing input which will help us with some of the 
complex logistics. 


Kind regards, 


Martin 


-Original Message. 

From: Unverdorben, Martin 

Sent: Thursday, May 13, 2004 8:59 AM 

To: Roethig, Hans; Sarkar, Mohamadi; Zedler, Barbara; Mendes, Paul; 
Liang, Qiwei; Feng, Shixia; Kinser, Robin D.; Kapur, Sunil V.; Adams, 
Candace R.; Liang, Qiwei; Oey, Jan; Gogova, Maria 
Subject: EBI Input.ppt 

Dear All, 


please find attached some of the slides of the Early Biomarkers of 
Inflammation Study. Might I kindly ask you let me know which of the 
biomarker(s) you would either omit or add to the list and why you would 
suggest doing so. 
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Since we shall have the protocol meeting next Monday around 3:00 AM 
EST we would appreciate your comments until tomorrow night. 


Many thanks in advance and kind regards, 


Martin 
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